Abstract FRI0182 - Table 1 . Demographic and baseline characteristics (FAS), percentage of RA patients with disease worsening and change in disease measures during 52 weeks follow-up (PPS) Demographics and baseline characteristics INX CT-P13
Data are n (%), mean (SD) or median (25-75 percentiles). 95% CI, 95% confidence interval of the adjusted treatment difference. DAS28, Disease Activity Score in 28 joints. FAS, Full Analysis Set. PPS, Per Protocol Set. TEAE, treatment emergent adverse events.
endpoint was disease worsening according to disease-specific composite measures and/or consensus between investigator/patient leading to major treatment change. Exploratory subgroup analyses examined disease worsening and safety in RA. The primary endpoint was analysed using logistic regression, adjusted for diagnosis and disease duration. Results: Demographics, occurence of disease worsening, change in disease measures and treatment-emergent adverse events (TEAE) were similar (Table) . Serum drug levels for INX and CT-P13 were similar throughout the study ( Figure) Conclusions: Explorative analyses in the NOR-SWITCH study showed similar efficacy, serum drug levels and safety in RA patients switched to CT-P13 as those on continuous INX. The study was not powered to show non-inferiority within each diagnosis. Background: The EULAR recommendations for the management of rheumatoid arthritis (RA) update 2013 contained the following research question: "How good is patient adherence to biological agents and can lack of adherence be related to loss of efficacy?" [1] . Limited studies are published in which adherence of RA patients treated with biological disease-modifying anti rheumatic drugs (bDMARDs) has been assessed. Previous studies regarding adherence of RA patients treated with etanercept did not take into account that patients are instructed to temporarily discontinue bDMARDs therapy during e.g. a serious infection. In addition, etanercept concentrations have never been utilized in determining adherence to etanercept in RA patients. Objectives: The aim of our study was to determine the percentage of nonadherent RA patients treated with etanercept, using etanercept concentrations and patient self-report, and to assess the relationship between adherence and clinical outcome during 52 weeks. Methods: Non-adherence was defined as an etanercept trough concentration <0.1ug/mL at least once and no valid/medical reason to miss an etanercept dose. In this retrospective cohort study patients visited our clinic at baseline and 4, 16, 28, 40 and 52 weeks after initiation of etanercept treatment. At baseline and following visits disease activity score of 28 joints (DAS28) was calculated and blood was drawn to measure etanercept concentrations. During each visit patients were asked if they missed an etanercept dose, at which date and for which reason. Remission was defined as DAS28 <2.6 at least for two consecutive visits. Low disease activity (LDA) was defined as DAS28 <3.2 during a minimal of two consecutive visits. Results: In total 292 patients were included. Mean age was 53 years (SD 12.7), 82% was women and median disease duration was 8 years (IQR 3-16). In total 24 patients had an etanercept concentration <0.1ug/mL. Most patients had a medical reason to miss an etanercept dose, see table 1. Background: Previous research has demonstrated an association between circulating drug levels and treatment response in patients with rheumatoid arthritis that received the anti-TNF therapy adalimumab. Commercial ELISA assays are now available for use in routine practice to monitor anti-TNF drug levels at regular intervals. However, the ability to detect treatment response by measuring adalimumab drug levels using an ELISA is uncertain. Objectives: The objectives of this research were to identify and synthesise all published studies that investigated the accuracy of measuring adalimumab drug levels by ELISA to detect treatment response in patients with rheumatoid arthritis. Methods: A systematic review identified all published studies that performed a receiver operating characteristic (ROC) analysis to detect treatment response in patients with rheumatoid arthritis by measuring adalimumab drug levels using an ELISA. Medline and Embase were searched electronically from inception to August 2016. Two researchers independently identified studies for the review using a pre-defined inclusion criteria. Assay results were classified as positive if adalimumab drug levels exceeded the cut-point reported in each study. Study design characteristics, sample characteristics, and test outcomes from 2x2 tables (true-positive; false-positive; true-negative; false-negative) were extracted from each study. The quality of each study was assessed using the QUADAS-2. A hierarchical bivariate meta-analysis synthesised the findings of the ROC analyses to account for between-study heterogeneity and correlation between assay sensitivity and specificity. Results: The search strategy identified 4,006 abstracts and four studies met the inclusion criteria of the systematic review. Patients received 40mg adalimumab every two weeks in all studies. Studies varied in their design and sample characteristics, but had low risk of bias and low concern of applicability to the research objective. The hierarchical bivariate meta-analysis estimated that measuring high adalimumab drug levels by ELISA detected treatment response with an average sensitivity of 0.95 (95% CI: 0.85-0.98) and specificity of 0.68 (95% CI: 0.28-0.92). Conclusions: Measuring high adalimumab drug levels by ELISA in patients with rheumatoid arthritis appeared to be predictive of treatment response. However, the measurement of low adalimumab drug levels was less predictive of no response to treatment. In practice, test accuracy may be improved by measuring anti-drug antibodies alongside adalimumab drug levels. Given the imperfect accuracy of ELISA assays, the relative cost-effectiveness of drug level monitoring should be evaluated before being recommended for use in routine practice. Background: There is currently no consensus on selecting a therapeutic target in patients (pts) non-responsive to their first TNF-inhibitors (TNF-i). The development of anti-drug antibodies (ADA) is a frequent cause of secondary inefficacy in our pts with TNF-i and there is evidence that those who develop ADA at their 1st TNF-i achieve a higher degree of response to the second one, compared to ADApts. Thus ADA measurement can help in choosing a therapeutic target in pts who failed to respond to their 1st TNF-i Objectives: To assess if development of ADA to the 1st TNF-i determines better response when switching to a 2nd TNF-i versus a nonTNF-i. As secondary objective, analyze whether the presence or absence of ADA to a 1st TNF-i influences the efficacy of a 2nd TNF-i Methods: Of a total of 144 pts that switched from infliximab or Adalimumab to a 2nd biologic agent (Etanercept, Rituximab, Tocilizumab, Adalimumab, Abatacept, Certolizumab and Infliximab), only 60, who had measured drug levels (DL)/ADA at discontinuation of the 1st TNF-I, were included. Clinical response was evaluated with DAS28, Delta-DAS28 ( DAS28) and EULAR response (E-resp) at 6 (v-6) and 12 (v-12) months after initiating 2nd biologic agent and at the last visit prior to drug discontinuation or ending of the study for those who did not interrupt the biological therapy (v-end). DL/ADA levels were measured by ELISA. Statistical analysis was performed using SPSS version 20.0 Results: Within the 60 pts who had measured DL/ADA at suspension of the 1st TNF-i, 26 (43%) were ADA-(i.e. DL +). In this ADA-subpopulation, 50% changed to a 2nd TNF-i; at v-6 there were no differences between switchers to a 2nd TNF-i and switchers to a nonTNF-i in DAS28 (3.7±2.1 TNF-i vs 4.2±1.1 nonTNF-i, p=0.286), DAS28 (1,4±2 TNF-i, 1±1,2 nonTNF-i, p=0,374) and resp-E (75% good/moderate resp in TNF-I, 40% in nonTNF-i, p=0,064). At v-12, switchers to a 2nd TNF-i showed a lower DAS28 (2.5±0.6 TNF-i, 3.9±0.9 nonTNF-i, p=0.009) and a higher good E-resp rate with a marginally significant difference (80% in TNF-i, 22% in nonTNF-i, p=0.071). However, at v-end, pts with a 2nd nonTNF-i had better response (DAS28 >5,1 in 50% of TNF-i pts, 0% of nonTNF-i, p=0.044). Likewise DAS28 at v-end was higher in the nonTNF-i group with trend to significance (0,7±1,7 TNF-i, 1,7±0,8 nonTNF-i, p=0,06). Along these lines, the
